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§1010.2 Certification.

(a) Every manufacturer of an elec-
tronic product for which an applicable
standard is in effect under this sub-
chapter shall furnish to the dealer or
distributor, at the time of delivery of
such product, the certification that
such product conforms to all applicable
standards under this subchapter.

(b) The certification shall be in the
form of a label or tag permanently af-
fixed to or inscribed on such product so
as to be legible and readily accessible
to view when the product is fully as-
sembled for use, unless the applicable
standard prescribes some other manner
of certification. All such labels or tags
shall be in the English language.

(c) Such certification shall be based
upon a test, in accordance with the
standard, of the individual article to
which it is attached or upon a testing
program which is in accordance with
good manufacturing practices. The Di-
rector, Center for Devices and Radio-
logical Health may disapprove such a
testing program on the grounds that it
does not assure the adequacy of safe-
guards against hazardous electronic
product radiation or that it does not
assure that electronic products comply
with the standards prescribed under
this subchapter.

(d) In the case of products for which
it is not feasible to certify in accord-
ance with paragraph (b) of this section,
upon application by the manufacturer,
the Director, Center for Devices and
Radiological Health may approve an
alternate means by which such certifi-
cation may be provided.

[38 FR 28631, Oct. 15, 1973, as amended at 40
FR 32257, July 31, 1975; 42 FR 18063, Apr. 5,
1977; 53 FR 11254, Apr. 6, 1988]

§1010.3 Identification.

(a) Every manufacturer of an elec-
tronic product to which a standard
under this subchapter is applicable
shall set forth the information speci-
fied in paragraphs (a)(1) and (2) of this
section. This information shall be pro-
vided in the form of a tag or label per-
manently affixed or inscribed on such
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product so as to be legible and readily
accessible to view when the product is
fully assembled for use or in such other
manner as may be prescribed in the ap-
plicable standard. Except for foreign
equivalent abbreviations as authorized
in paragraph (a)(1) of this section all
such labels or tags shall be in the
English language.

(1) The full name and address of the
manufacturer of the product; abbrevia-
tions such as “Co.,” “Inc.,” or their for-
eign equivalents and the first and mid-
dle initials of individuals may be used.
Where products are sold under a name
other than that of the manufacturer of
the product, the full name and address
of the individual or company under
whose name the product was sold may
be set forth, provided such individual
or company has previously suppled the
Director, Center for Devices and Radio-
logical Health with sufficient informa-
tion to identify the manufacturer of
the product.

(2) The place and month and year of
manufacture:

(i) The place of manufacture may be
expressed in code provided the manu-
facturer has previously supplied the Di-
rector, Center for Devices and Radio-
logical Health with the key to such
code.

(ii) The month and year of manufac-
ture shall be provided clearly and leg-
ibly, without abbreviation, and with
the year shown as a four-digit number
as follows:

MANUFACTURED: (INSERT MONTH AND
YEAR OF MANUFACTURE.)

(b) In the case of products for which
it is not feasible to affix identification
labeling in accordance with paragraph
(a) of this section, upon application by
the manufacturer, the Director, Center
for Devices and Radiological Health
may approve an alternate means by
which such identification may be pro-
vided.

(c) Every manufacturer of an elec-
tronic product to which a standard
under this subchapter is applicable
shall provide to the Director, Center
for Devices and Radiological Health a
list identifying each brand name which
is applied to the product together with
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the full name and address of the indi-
vidual or company for whom each prod-
uct so branded is manufactured.

[40 FR 32257, July 31, 1975, as amended at 42
FR 18063, Apr. 5, 1977; 53 FR 11254, Apr. 6,
1988]

§1010.4 Variances.

(a) Criteria for variances. (1) Upon ap-
plication by a manufacturer (including
an assembler), the Director, Center for
Devices and Radiological Health, Food
and Drug Administration, may grant a
variance from one or more provisions
of any performance standard under
subchapter J of this chapter for an
electronic product subject to such
standard when the Director determines
that granting such a variance is in
keeping with the purposes of the Radi-
ation Control for Health and Safety
Act of 1968, and:

(i) The scope of the requested vari-
ance is so limited in its applicability as
not to justify an amendment to the
standard, or

(ii) There is not sufficient time for
the promulgation of an amendment to
the standard.

(2) The issuance of the variance shall
be based upon a determination that:

(i) The product utilizes an alternate
means for providing radiation safety or
protection equal to or greater than
that provided by products meeting all
requirements of the applicable stand-
ard, or

(ii) The product performs a function
or is intended for a purpose which
could not be performed or accom-
plished if required to meet the applica-
ble standards, and suitable means for
assuring radiation safety or protection
are provided, or

(iii) One or more requirements of the
applicable standard are not appro-
priate, and suitable means for assuring
radiation safety or protection are pro-
vided.

(b) Applications for variances. If you
are submitting an application for
variances or for amendments or exten-
sions thereof, you must submit an
original and two copies to the Division
of Dockets Management (HFA-305),
Food and Drug Administration, 5630
Fishers Lane, rm. 1061, Rockville, MD
20852.
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(1) The application for variance shall
include the following information:

(i) A description of the product and
its intended use.

(ii) An explanation of how compli-
ance with the applicable standard
would restrict or be inappropriate for
this intended use.

(iii) A description of the manner in
which it is proposed to deviate from
the requirements of the applicable
standard.

(iv) A description of the advantages
to be derived from such deviation.

(v) An explanation of how alternate
or suitable means of radiation protec-
tion will be provided.

(vi) The period of time it is desired
that the variance be in effect, and, if
appropriate, the number of units the
applicant wishes to manufacture.

(vii) In the case of prototype or ex-
perimental equipment, the proposed lo-
cation of each unit.

(viii) Such other information re-
quired by regulation or by the Direc-
tor, Center for Devices and Radio-
logical Health, to evaluate and act on
the application.

(ix) With respect to each nonclinical
laboratory study contained in the ap-
plication, either a statement that the
study was conducted in compliance
with the good laboratory practice regu-
lations set forth in part 58 of this chap-
ter, or, if the study was not conducted
in compliance with such regulations, a
brief statement of the reason for the
noncompliance.

(x) [Reserved]

(xi) If the electronic product is used
in a clinical investigation involving
human subjects, is subject to the re-
quirements for institutional review set
forth in part 56 of this chapter, and is
subject to the requirements for in-
formed consent set forth in part 50 of
this chapter, the investigation shall be
conducted in compliance with such re-
quirements.

(2) The application for amendment or
extension of a variance shall include
the following information:

(i) The variance number and expira-
tion date.

(ii) The amendment or extension re-
quested and basis for the amendment
or extension.
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